TOBRACORT 3M®

Tobramycin 15 mg/5 ml & dexamethasone 5 mg/5 ml
Eye drops, bottle of 5 ml in 3 modules

Read this leaflet carefully before you start using this medicine

Keep this leaflet. You may need to read it again.

- If you have any further questions, ask your doctor, health care

provider or your pharmacist.

This medicine has been prescribed for you. Do not pass it on to others.

It may harm them, even if their symptoms are the same as yours.

- If any side effect gets serious, or if you notice any side effect not
listed in this leaflet; please tell your doctor, health care provider or
your pharmacist.

In this leaflet:

1. What TOBRACORT 3M® is and what it i used for

2. Before you use TOBRACORT 3M®

3. How to use TOBRACORT 3M®

4. Side effects

5. How to store TOBRACORT 3M®

6. Further information

1. What TOBRACORT 3M®is and what it is used for:

e Pharmacotherapeutic group:

Combination of two active substances: local corticosteroid/anti-infective.

e Therapeutic indications:

Inflammations of the anterior segment of the eye associated with infection

or risk of infection caused by tobramycin-sensitive microorganisms.

. Before you use TOBRACORT 3M®:

a. Do not use TOBRACORT 3M™:

- Known hypersensitivity to an active substance or excipient.

Herpes simplex keratitis (dendritic keratitis).

Vaccine, chickenpox and other viral diseases of the cornea and

conjunctiva.

- Untreated ocular mycoses or parasitosis.

- Mycobacterial infections of the eye (e.g. ocular tuberculosis).

Uncomplicated extraction of a foreign body (due to the risk of

mycosis of the injured cornea or excessive resorption of the active

substance).

- Corneal lesions and ulcers (due to the risk of worsening infection or
corneal perforation).

- Glaucoma.

b. Take special care with TOBRACORT 3M®:

Warnings and precautions for use:

- In patients sensitive to topical tobramycin, potential sensitivity to
other topical or systemic aminoglycosides should be taken into
account.

- Caution should be taken when TOBRACORT 3M® is used
simultaneously with systemic aminoglycosides. TOBRACORT 3M®

)

should be prescribed with caution in patients with known or
suspected neuromuscular disease (such as myasthenia gravis or
Parkinson's disease).
If corticosteroids are used for more than 10 days, monitor intraocular
pressure regularly. This is very important, especially in children and
adolescents, where the risk of a corticosteroid-induced increase in
intraocular pressure is greater, and the increase of pressure occurs
more rapidly. In predisposed patients, an increase of intraocular
pressure may appear after only one week of treatment.

Corticosteroids may encourage the development of bacterial, viral or

fungal infections or parasites, and hide their clinical symptoms.

- In case of mycosis, interrupt the corticosteroid treatment.

General precautions -

- Treatment with TOBRACORT 3M®, like all corticosteroid and
antibiotic treatments, should be initiated only after careful
examination of the patient's eyes.

- Inthe case of acute purulent eye infections, the use of corticosteroids
may hide the symptoms or aggravate the infection.

- If no improvement is observed after 7 to 8 days of treatment, other
therapeutic measures should be considered.

- This medicine contains 0.1 mg benzalkonium chloride per ml.

Benzalkonium chloride may be absorbed by soft contact lenses and

change their color. Remove contact lenses before use and wait at least

15 minutes before reinserting them. Benzalkonium chloride may also

cause eye irritation, especially if you suffer from dry eye syndrome or

corneal disorders (transparent layer at the front of the eye).

In case of abnormal sensation, tingling or pain of the eyes after using

this medicine, contact your doctor.

- This medicine contains 0.24 mg of phosphates per ml.

If you suffer from severe damage of the cornea (transparent layer at the

front of the eye), phosphates may cause, in very rare cases, blurred

vision due to the accumulation of calcium during treatment (clouding).
¢. Medicinal Interactions and Other Interactions:

Inform your pharmacist or nurse if you are taking, have recently taken

or may take any other medicine.

These include CYP3A4 inhibitors, including ritonavir and cobicistat,

mydriatics, anti-glaucoma drugs, NSAIDs, topical steroids and

barbiturates.

d. Using TOBRACORT 3M® with food and drinks: Nothingness.

e. Pregnancy and breast-feeding:

Pregnancy: TOBRACORT 3M® should not be used during pregnancy.

Breast-feeding: The use of TOBRACORT 3M® is not recommended

during breast-feeding. You should therefore either stop breast-feeding

or interrupt the treatment.

f. Driving and using machines:

Temporary blurred vision or other visual troubles may affect your

ability to drive or operate machines.

3. How to use TOBRACORT 3M®

Usual posology

Adults with mild disease: 4 to 6 instillations a day.

Adults with severe disease: 1 to 2 drops every 2 hours in the

conjunctival sac of the affected eye until disappearance of inflammation

(usually within 24 to 48 hours). Depending on the clinical evolution, the

frequency of instillation should be gradually reduced. Do not interrupt

the treatment without medical authorization.

Children and adolescents: The use and safety of TOBRACORT 3M®

have not been evaluated in children and adolescents.

Method of administration:

For ocular use.

- Wash hands thoroughly.

- Awoid touching the eye or eyelids with the tip of the bottle.

- Instill the drop of the eye drop into the lower conjunctival cul-de-sac
of the eye, looking upwards and pulling the lower eyelid slightly
downwards.

- Close the bottle after use.

It is advisable to gently close the eyelid and lacrimal duct after

instillation. When using several eye drops, instillations should be spaced

at least 5 minutes apart. Ophthalmic ointments should be administered
at the end of the treatment.

a. If you take TOBRACORT 3M® more than you should:

When too much quantity of TOBRACORT 3M" has entered the eye,

rinse with warm water. Do not apply any more drops until the next

planned use.

b. If you forget to take TOBRACORT 3M®: Ask your Doctor or
Pharmacist. -

c. If you stop taking TOBRACORT 3M®: Ask your Doctor or
Pharmacist.

4. Side effects:

TOBRACORT 3M® may cause the following side effects:

Occasional (affects 1 to 10 out of 1000 users)

Increased intraocular pressure, eye pain, eye irritation, itching of the

eye, eye discomfort.

Rare (affects 1 to 10 out of 10000 users)

Corneal inflammation, allergic reaction (e.g. itching or swelling of the

eyelids), blurred vision, dry eyes, redness of the eyes, taste alterations.

If such symptoms occur, consult your ophthalmologist immediately.

The following side effects have been reported following the marketing

of this drug combination:

Swelling or redness of the eyelids, pupil dilation, increased lacrimation,

hypersensitivity, dizziness, headache, nausea, stomach ache and rash,

face swelling, itching, skin reactions (erythema multiform).

Other side effects of the different active substances that may occur

with TOBRACORT 3M®:

« Tobramycin

Corneal abrasion, decreased visual acuity, conjunctival swelling, eye

discharge, skin inflammation, eyelash loss, skin whitening and dry skin.

« Dexamethasone

Conjunctivitis, visible corneal discoloration, sensitivity to light, foreign

body sensation, abnormal sensations in the eye, crusting of the eyelid

margin, irritation, glaucoma, ulcerative keratitis, decreased visual
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acuity, corneal erosion, drooping of the eyelid, hormonal changes, e.g.
increased hair growth (particularly in women), muscle weakness and
atrophy, stretch marks on the skin, hypertension, irregular menstruation
or absence of menstruation, changes in protein and calcium levels in the
body, growth retardation in children and adolescents, and swelling of
the trunk and face (Cushing's syndrome).

IT IS OBLIGATORY TO INFORM YOUR DOCTOR OR PHARMACIST
OF ANY UNDESIRED AND ANNOYING EFFECT NOT MENTIONED
IN THIS LEAFLET.

5. How to store TOBRACORT 3M®

- Store below 25°C and away from light.

- Any opened bottle must be used within 28 days.

6. Further information:

a. What TOBRACORT 3M® contains:

The drug substances are tobramycin 0.3% and dexamethasone (as
dexamethasone sodium phosphate) 0.1%.

Excipients: benzalkonium chloride, disodium edetate,
hydroxyethylcellulose, anhydrous sodium sulfate, sodium chloride,
tyloxapol, sulfuric acid and/ or sodium hydroxide, purified water.
Excipients with known effect: Benzalkonium chloride, phosphate.

b. What TOBRACORT 3M® looks like and contents of the pack:
Sterile eye drops. Box of 1 bottle of 5 ml in 3 modules.

c. Marketing Authorization Holder and Manufacturer:

unimed

UNIMED

1.Z. Kalaa Kebira - P.O.Box: 38 - 4060 TUNISIA

Phone: (+ 216) 70 029 501 - Fax: (+216) 73 342 472

Web Site: www.unimed.com.tn

d. This leaflet was last approved in {09/2023}; Version number {02}.
. Prescription Only Medicine.

. M.A.: 9093722

-~

- This is a product that affects your health and not following the
method of administration puts you at risk.

- Follow carefully the doctor's prescription, the directions for use and
the pharmacist’s advice.

- The doctor and the pharmacist are the experts on the medicine and
know its benefits and risks.

- Do not stop taking the medicine on your own.

Do not renew the supply of this medicine without consulting the doctor.

Keep medicines away from children.
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